CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 84-655

ADMINISTRATIVE
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1 OATE
. MEMO RECORD AVOID ERRORS

Lo ; PUT IT IN WRITING h-4-75
R ) OFFICE
G Rk  C. Smith (thru J.L. Meyer) HFD-530
' - DIVISION
' to: Mr. David H. Bryant, Office of Compliance HFD-322

susJECT: Inspection Request

SUMMARY

In connection with ANDA -

7 84655
N for: : “
; Prednicen<¥ (Prednisona) Tablets, § mj.
; Applicant:
L : The Ceatral Pharmacal Co.
- Seywour, IN 47274

AF -
; : 19-196

REQUESTED:

KX&J 1. Evaluation of compliance with CGMP for:
Xx&] a. The applicant
[] b, Others

;}x 2. Recommendation for approval/disapproval of the application/
communication/supplement, based on your evaluation of compliance
with CGMP . ‘

-

Dissoluticn testing performed by:

: REMARKS: They dlss‘&owethcé analytical work, but they're not
; clear about it.
N b
SIGNATURE L /S/ DOCUMENT NUM3ER ;
i
1 S - . ;
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